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3ft7 ^T^n^TT 

(^ATTOTfinniT) 

frfe^tiPTT ] 

;Tf 24 qTTTft, lOftS 

07 (<t)^—? rmrft 1945 

^rufy^r ?F,«PK, srh sr^rmrr TTPnfV 1940 

(1940 ^ 23 ) flTTI 12 HTTT 33 JTTT HfrT ?rfT^ 
*PT snfrn' arWer wVi *r^ 

% ^^TRT ^ irnrsilf ^ hwt 

tufroTf iPr, TTITTf^ ^ ^ (T, 

^ ftrr STTiftlfT tar srFTT ^ 3^tT ^ !t ft: 

unpT ftpnff T<, w 5^- fsRnpt ^ ^ irftnrt; 

^ HTlftn ^ t, Tt TXT 

ft, ^ trwftr ^ mriP^r ftmr Pftt 

^*it; 

ftt# ^ WT^ 71 ?inw 7T, f7 TTTT (TTfST 

4ft ?nnftcr ^ ^4sr irw7 ftTTf 4ft ft:^ft «Tft7 

irF?r ^ 7T4fTT fiRTX 71^ 7T 7^7, 

HTXfT HX4nT| iftx TfXTTX TWWT; fTTTf'JT 777, 

7f fteiV 4ft 7r wm 11 


TT^fftTK 

L {I) 77 ftpTTt ^ ftfifRi ^ aflVfft 3fft sRrnsTT Tnrift 

(.HTlftm) fWT, 1995 5 I 

(2) ^TFm ft 74Tffl7 4ft iftT^TT I 

2. 3TftX 517937 7nnft ft77, 1945 ^ Ortt 8 5 if, 

(l) 77f777 (i) ^ 7^717 fftrTftrftpT IT7:Wlft7 fWf 

TnTTTi 77(^1 :— 

qr'^ %7ftT '■ UTfHTT^V Tlftlff 51X1, 

fTT^ lift "FTTHF % ^ TTtft JT^, Tfplf^rff «pft ftV 

^ 7%7T ft: ^ ftV aftTfli qft 7177, ftnrft 7747 ftftti f, 
ftftrTftr fVw 71 fftrpin xft^ft qrft^ qftf 7 

ffnn iTT^ 3fft 77 fftftwq: TqfFTftr ft aft^fspif afrr 

?7TXr qft 7^ TT TrrtFT ^ 7%7T I Tft, 777 ft XFT ft, 

urf\ <T^Tp7 ^ PpftV ^ 77 T^qrSR TPtft ft 77T7 ^ft 771 i 

7T Wfllfft77 TT 77% 77T7 *1^ Pmfti % fr^ TOW TT 

^^7 ftriTT S'' I 

(2) 7qfft741 (2) % TTTin ft FT ftlfafl TXigqr UTT^WftW 
ft^M( ^mUTr 

''qx?5 (ppim Jnftrti^—ftrfwr urt^r irt, ot% ftiq: 

f7T7 S 7?f TTift f7i W^WfyiHlA 7ft ins ftftw % 

n%7r ft: ^ frftt ftt aftrfi?. ^ 7117 , Nrrft 
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f(rfm?T«r, »n ^?rr iti%f infta ■ftH *t 

Mr BTni srtr w MM 'Ft ^TMfrr *f MfWt sftr M tsr: 
Tt Tre w WT^TT i I *Tf?, ^m?r tft *r, 
ir^nf^tir^ *r^iiM *Ft Mft »i# Fr^rm *f »nrii5T 

?> urr i ITT nfErfjrtTT irr wr^r tq fitrrfl Ir Mft 

siTO ffi Mr 1 1" 

[*i.(TW 1 ioi4/2o/04^ijiTrpr8rtTiftcrq: [f] 
rfrnrr ^tjti B^fo 

s(Wer srlr irffitrB ^rfnft ffTTB, 104 s, 1-5-70 B4 s jpffT 
^TTftftrrr ^ *f Br^rifrsR w^i'n (wiw Mnr) g'M 
5 t Mrir srWirsffttJTrrnrT »rrrrffr, FrftrMR artr Mb' ('ft.jfr. 
tft .^.} ttft TTfrirfsnr t, aniM f iBfTTTO ?w Prwf SBTtB 
^ Tjamr unr-ll ot(3 ) (i) ir jtttM Mrftrfaw 
jm rr»r>fBB M t =— 

1 . rn.BTT.fT. 1 241, f/I^W 6-10-1970 

2 . (rr.^.fir, 1 242, Mtw G-10-1979 

3. BT.^TT.Pt. 1243, (flM 6-1 0-1970 

4. m.^.r^, 1281,flTfrT 12-10-89 

5. trr.w.Pr, 430,crRtv 19-4-80 

6. ITT.Tr.pT. 779, aRtl 26-7-aO 

7. m.iFT.PT. 540(*r),MtW 22-0-eO 

8. FTT.BTT.fiT, 68 0, IfrfrtT S-12-80 

9. 68i(it),1TTM S-12-80 

10. (TT.fT.fir, 682 (w), S-1 2-80 

11. ^TT.TT.fiT. 37(4r),<ITM 17-3-81 

12. FTT.^T.f^. 4 78(*r), inM 6-8-81 

13. HT.BTT.fFT. 62(W), ni^i'a 1S-2-82 

14. (TT.JFT.fiT. 402(tr), BTM 22-6-82 

15. HT.'Pl.f'r, S10(*r),iri<W 26-7-82 

16 . ^rr.'PT.f?r, i 3 (*r),trrftw7-1-83 

17. BT.^i.fsr. 3ia(*r),BiM i-5-S4 

18 . BT.W.ftr, 3,1l{4r),BTfrtr 8-S-84 

19. ffr.irT.fiT. 460 (*T),?rM 20-6-84 

20. BT.'FT.fiT. 487(4r),inftflr 2-7-84 

21 . wT.arr.f'r. R 9 (w),?rrft 8 r ie-2-8s 

22. ^n.Wl.pT. 788 {tr), fm>W 10-10-85 

23. ^TT.IiT.riT. 17(*r), fnftar 7-1-80 

24. ^rr.TT.fsr. 1049(fr),ST^tff 29-5-86 

25 . BT-W-fT. 1060(4r),irrftw 5-9-80 
20. ffr.aJT.fir. 1 1 1 s(w), frrftflr 30-9-86 

27. Br.nT.fB. 71 (ir),m<t4r 3 0-1-87 

28. »n,W,fT. 570(»r),SrrM 12-6-87 

29. 62fl{»r), (rrrtia'2-7*87 

30. Br.fTT.f'r. 792(*r),5TRlW 17-9-87 
31- BT.TT.fl. 371 (tf), (Trttw 14-3-88 

32. Br.Tt.fsr. 75(w), 2-6-88 

33. BT.irr.fil. 675(«r),(rTM 2-6-88 

34. BT.BiT.f'r. 67e(w).Brft».2-6-a8 

35. BT.BiT.f't. 677{ir), (trftw 2-6-88 

36. BT.^.fT. 681 (w),cnftBr 6-0-88 
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37. BT.^rr.Or. 735(fr), mflw 24-0-88 

38. BT,4iI.fT, 813(4r), crrft« 27-7-88 (^r^Tw) 

39. BI.’rr.fT. 944 (b), 21-9-.SS (gfew) 

40. Br.nT.ftr. 43 (b), 30-1-89 {B;(aqB) 

41. Bf.irr.Or. 44 (b), fTT^B 20-1-89 (^finnr) 

42. Bf.'pr.Pr. 100 (b), rrrftB 14 - 2 -S 9 (y^f^) 

43. Br.fir.fT. 443(B), fflftB 12-4-89 

44. BT.IO.fB. 588 (b), ?IT<tB 2-6-89 

45. BT.IiT.fB. fi9l(B),tTTftB 11-7-89 

40. BT.'FT.fT, 78 i(b), (rrrtflr 28-8-89 
47- 10 (b), mfta 1-10-89 

48. Br.BT.fiT, 73l(B),MtB 23-8-90 

49. Br.4:>T.f!|, a65(B),Brft^r 25-10-90 

50 . Bf.BT.fB. 11 (b),ETM 7-1-91 

51. BT.irr.PT. 223 (b), jrrftij 19-4-91 

52. BI.BTT.Pt. 346(b), MtB 1-5-91 

53. Br.tpr.fjf, 301(B), crrfhr 7-6-91 

54. BT.frr.fB, 302 (b), (irttB 7-6-91 

55. BT.BT.Pr. 491 (b), mftB 25-7-91 
50- BT.BT.Pr. 495 (b),M tB 2^7-91 
57. Br.BT.Pr, 532 (b), irrftB 14-6-91 
53. BT.BT.Ib, 626(b), fTT^tB 14-10-91 
50. BT.BT.fiT. 668 (b), FTlftB 7-1 1-91 
60. BT.BT.fB. 730 (b),M tB 10-12-91 
61- Br.BT.ft. 59 (b), (frfhj 22 - 1-92 

63. BT.BTT.fB, 305 (b), ETCtT 4-3-02 (?^Mb) 

63 44S(b), BlftW 30-4-93 

64. BT.Br.fB. S97(B),cnftB 17-6-92 

65. BT.BT.Pr. 6e3(B), ^rrftB 3-7-92 

66. Br.723 (b), irrftW 11-8-92 

67- BT.BT.Or. 796 (b), 1-1-92 

68. BT.BT.fl. 877 (b), mtB 17-1 1-9 2 

69. Br.^T.Or. 909 (b), BTfrtr 2-12-92 

70. BT.BT.Or. 923 (b),14-12-92 

71. Br.Br.Or. 27 (b), biAb 22 - 1-93 (^faw) 

72 . Br.TT.riT, 28 (b), frrfr^ 22-1-9.3 

73 . Br.Bt.Or, 86 {b)i BT^tB 26-2-9.3 

74 . BT.ftT.Or. 20 s{b), frrftB 24-3-93 

75. BT.BT.Ol. 373(B), firTTlff 13-4-03 

76. BT.BT.Or. 374 (B), MtB 13-4-93 (utaW) 

77. BT.ftr.Or. 4 47 (b), 10 -6-93 (f[MB) 

78. Bf.BT.Pr. 65S(B),BTdB 19-10-93 

79. Br.BI.Or. 673 (b), BtftB 27-10'93 

80. Bf.Br.Or. I 08 (b), arflfB 22-2-94 

81. BT.BT.fB. 109 (b), BRtB 23-2-94 

82. Br.BT.Of, 310 (b), mttB 7-4-94 

83. Br.BT.Or. 466 (b), BTOb 17-5-94 

84. BT.BT.Ot. 61S{b), BiftB 4-8-94 

85. BI.BtIOt. 659(b), mtlfT 30-8-94 
66. BT.BT.Pr. 676 (b), BiftB 6-9-94 

87. BT.BT.Or. 81 l{B),mftB 14-1 1-94 

88. BT.BT.Or. 812 (b), m^B 14-11-94 

89. BT.BT.Pr. esO(B), ffr^tB 7-1 2-94 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 24th February, 1995 

G.S.R. 97(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
KuJes, 1945, which the Central Government pro¬ 
pose to make, after consultation with Drugs Tech¬ 
nical Advisory Board, in exercise of the powers 
CMiferred by sections 12 and 13 of the Drugs and 
Cosmetics Act, 1040 (23 of 1940), is hereby pub¬ 
lished as required by the said sections for the infor¬ 
mation of all persons likely to be affected thereby 
and notice is hereby given that the said draft rules 
will be taken into consideration after the expiry 
of a period of sixty days from the date on 
which the copies of the OfiScial Gazette in which 
this notification is published, and made available 
to the public, 

Any objections or suggestion which may be 
received from any person with respect to the said 
draft rules before the expi^ of the period so 
specified will be taken into consideration by the 
Central Government, which may be addressed to 
the Secretary, Ministry of Health and Family 
Welfare. Nirman Bhawan, New Delhi. 

DRAFT RULES 

1. (1) These rules may be called the Drugs 
and Cosmetics (Amendment) Rules, 1995. 

( 2 ) They shall come into force on the date 
of their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in 
rule 85,—(1) after sub*rule (1), the following 
proviso shall be inserted, namely:— 

“Provided that the Central Licence Approv¬ 
ing Authority may also direct the licen¬ 
see, why such an order should not be 
passed, by an order in ^vritirtg stating 
the reasons therefore, in respect of any 
of the drugs to which it relates to stop 
manufacture, sale or distribution and 
there upon order the destruction of drugs 
and stock thereof in the presence of an 
Inspector, if in his opinion the licensee 
failed to comply with any of the con¬ 
ditions of the licence or contravene any 
provision of the Act or Rules made 
thereunder.'’* 

(2) after sub-rule (2). the following proviso 
shall be inserted, namely;— 

“Provided that the licensing Authority may 
also direct the licensee, why such an 


orde^ should not be passed, by an order 
in writing stating the reasons therefor, 
in respect of any of the drugs to which 
it relates to stop manufacture, sale or 
distribution and there upon order the 
destruction of drugs and stock thereof 
in the presence of an Inspector, if in 
his opinion the licensee has failed to 
comply with any of the conditions of the 
licence or contravene any provision of 
the Act or Rules made thereunder,” 

[No. X-11014|20|94-DMS&PFA] 
SHAILAJA CHANDRA. Jt. Secy. 

Note.—The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publi¬ 
cation of the Ministry of Health & Family Welfare 
(Dq)artment of Health) containing the Drugs & 
Cosmetics Act and the Rules (PDGHS-61), Sub¬ 
sequently the said rules have been amended by 
the following notifications published in Part 1^ 
Section 3, Sub-section (i) of the Gazette of India, 
namely:— 

1. GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-04-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

11. GSR 27(E) dated 17-1-I98I. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

34. GSR 462(E) dated 22-8-1982. 

15. GSR 510(E) dated 26-7-1982, 

16. GSR 13(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984. 

19. GSR 460(E) dated 20-6-1984. 

20. GSR 487(E) dated 2-7-1984. 

21. GSR 89(E) dated 16-2-1985. 

22. GSR 778(E) dated 10-10-1985, 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 
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29. 

30. 

31. 

32. 

33. 

34. 

35. 

36. 


37. 

38. 

39. 

40. 

41. 

42. 

43. 

44. 

45. 

46. 

47. 

48. 

49. 

50. 

51. 

52. 

53. 

54. 

55. 

56. 

57. 

58. 
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GSR 626(E) dated 2-7-1987. 

GSR 792(E) dated 17-9-1987. 

GSR 371(E) dated 24-3-1988. 

GSR 75(E) dated 2-6-1988. 

GSR 675(E) dated 2-6-1988. 

GSR 676(E) dated 2-6-1988. 

GSR 677 fE) dated 2-6-1988. 

GSR 680(E) dated 6-6-1988. 

GSR 735(E) dated 24-6-1988. 

GSR 8i3(E) dated 27-7-1988. 

GSR 944(E) dated 21-9-1988 Corri¬ 
gendum. 

GSR 43(E) dated 20-1-1989 Corri¬ 
gendum. '' 

GSR 44(E) dated 20-1-1989 Corri¬ 
gendum, ) 

GSR 100(E) dated 14-2-1989 Corri- 
gendum, ‘ 

GSR 443(E) dated 12-4-1989. 

GSR 588(E) dated 2-6-1989 Corri¬ 
gendum. 

GSR 691(E) dated 11-7-1989. 

GSR 784(E) dated 28-8-1989. 

GSR 16(E) dated 10-1-1990. 

GSR 731(E) dated 23-8-1990. 

GSR 865(E) dated 25-10-1990. 

GSR 11(E) dated 7-1-1991. 

GSR 223(E) dated 19-4-1991. 

GSR 246(E) dated 1-5-1991. 

GSR 301(E) dated 7-6-1991. 

GSR 302(E) dated 7-6-1991. 

GSR 491(E) dated 2.5-7-1991. 

GSR 495(E) dated 25-7-1991. 

GSR 532(E) dated 14-8-1991. 

GSR 626(E) dated 14-10-1991. 


59. GSR 668(E) dated 1-11-1991. 

60. GSR 730(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 Corri¬ 
gendum, 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 877(E) dated 17-11-1992. 

69. GSR 904(E) dated 2-12-1992. 

70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 Corri¬ 
gendum. 

72. GSR 28(E) dated 22-1-1993. 

73. GSR 86(E) dated 26-2-1993. 

74. GSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993 Corri¬ 
gendum, 

76. GSR 374(E) dated 13-4-1993 Corri¬ 
gendum. 

77. GSR 447(E) dated 10-6-1993 Corri¬ 
gendum. 

78. GSR 658(E) dated 19-10-1993. 

79. GSR 673(E) dated 27-10-1993. 

80. GSR 108(E) dated 22-2-1994. 

81. GSR 109(E) dated 22-2-1994. 

82. GSR 370(E) dated 7-4-1994. 

83. GSR 466(E) dated 17-5-1994. 

84. GSR 615(E) dated 9-8-1994. 

85. GSR 659(E) dated 31-8-1994. 

86. GSR 676(E) dated 6-9-1994. 

87. GSR 811(E) dated 14-11-1994. 

88. GSR 812(E) dated 14-11-1994. 

89. GSR 850(E) dated 7-12-1994. 
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